
CardioVention PowerBaseTM Console Special 51 O(k) Notification 

FE:R 2 6 2083 510 (k) Summary 

This summary of 51 O(k)-safety and effectiveness information is being submitted in 
accordance with the requirements of SMDA 1990 and 21 CFR 807.92. 

Date Prepared: January 14,2003 

51O(k) number: k030r.tt 

Applicant Information: 

CardioVention, Inc. 
3045 Stender Way 
Santa Clara, CA 95054 

Contact Person: Tessa Yamut 
Phone Number: (408) 844-51 30 
Fax Number: (408) 988-2309 

Device Information: 

Classification: Class II 
Trade Name: CardioVention PowerBaseTM Console 
Classification Name: Cardiopulmonary Bypass Heart-Lung Machine Console 

(21 CFR 870.4220) 

Eq u ivalen t Device: 

The subject device is substantially equivalent in intended use and/or method clf 
operation to the CardioVention PowerBaseTM Console [KO21 6941 and the 
CardioVention CORx System [KO1 23251. 

Intended Use: 

The CardioVention PowerBaseTM Console is a cardiopulmonary bypass flow c'ontrol 
device, which is intended to be used with the CORx System in surgical procedures 
requiring extracorporeal hemodynamic and gas exchange support. The device is 
indicated for use in procedures requiring a maximum blood flow rate of six 
literdminute and lasting for up to six hours. 

Test Results: 

Results of in-vitro and software testing demonstrate that CardioVention 
PowerBaseTM Console is safe and effective for its intended function. 
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CardioVention PowerBaseTM Console Special 51 O(k) Notifilcation 

Summary: 

Based on the intended use, product performance and software information provided 
in this notification, the subject device has been shown to be substantially equivalent 
to the currently marketed and unmodified predicate device. 
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Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 FEB 2 6 2003 

CardioVention, Inc. 
c/o Ms. Tessa Yainut 
Director, RA/QA 
3045 Steiider Way 
Santa Clara. CA 95054 

Re: KO30141 
Trade Name: CardioVeiitioii PowerBaseTM Console 
Regulation Number: 2 1 CFR 870.4220 
Reg ul at io ii N aiiie : Cardi o pulmoiiar y By pass Hcart - I, uiig Machine C o nso I e 
Regulatory Class: Class I1 (two) 
Product Code: DTQ 
Dated: February 6. 2003 
Received: February 7. 2003 

Dear Ms. Yamut: 

We have reviewed your Section 5 1 O ( k )  preiiiarket notification of intent to iiiarltet the device 
referenced above and have determined tlie device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
coininerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with tlie provisions o f  the Federal Food, Drug. 
and Cosmetic Act (Act) that do not require approval of a premarltet approval application (PMA). 
You may, therefore, marltet the device, sihject to the general controls provisions of the Act. The 
general controls provisions of thc Act include requirements for annual registration. listing of' 
devices, good manufacturing practice. labeling, and prohibitions against inisbranding and 
adulteration. 

I f  your device is classified (see above) into cithcr class I1 (Spccial Controls) or class 111 (I'MA). i t  
may be subject to such additional controls. I-xisting iiia-jor regulations affecting 4 our dcvicc can 
be found in the Code of. Fedel-al Regulations, Title 2 1 ,  Parls 800 t o  898. I n  addition, FDA m a j ~  
publish f'iirther aiiiioiinccments concerning your  device in the Federal Register. 



Pagc 2 - Ms. 'I'essa Yamut 

Please be adviscd that I:DA's issuancc oi' ;I substantial equivalence determination docs not ii1c;iii 
that FDA has made a determination that your  device complies \I it11 other requircnients of' the Act 
or any Federal statutes and regulations administered by other Federal agencies. Y oil musl 
comply with all the Act's requirements, including. but not limited to: registration and listing (2  1 
CFR Part 807); labeling (2 1 CFR Part 80 1 ); good manufacturing practice requirements as set 
forth in the quality systems ( Q S )  regulation (2 1 CFR Part 820); and ifapplicable. the electronic 
product radiation control provisions (Sections 53 1-542 01' the Act): 2 1 CFR 1000- 1050. 
This Ictter will allow you to begin iiiar1;etiiig jour device as described i n  your Section 5 1 ld(1;) 
premarket notification. The FDA tinding of'substantial equivalence of your  device to a legally 
niarleted predicate dcvice results i n  a classification tor j ~ u r  device and thus, permits your device 
to proceed to the market. 

I ~ Y O L I  desire specific advice fbr your h i c e  on o u r  labeling regulation (21 CFR Part 801 ), please 
contact the Office of Coiiipliaiice at (30 I )  594-4646. Also, please note the regulation entitled. 
"Misbranding by reference to premarket notification" (2 1 CFR Part 807.97). You may obtain 
other general infoimation on your responsibilities under the Act from the Divisioii of Sm,dl 
Manufacturers. International and Consumer Assistance at its toll-free number (800) 638-204 1 or  
(30 I ) 443-6597 01 at its 1 ntcrnet address h t tp : / /m  ~~~~~.f~ia.~ov/cdrli/dsmiii~~/~lsiiiaiiiaiii.litiiil  - _ _ ~ - _ _ _  ~ _ _  

Sincerely yours. 

Enclosure 

http://m


CardioVention PowerBaseTM Console Special 51 O(k) Notiification 

Indication for Use Statement 

51 O(k) Number (if known): k030tlf. 

Device Name: CardioVention PowerBaseTM Console 

Indications for Use: 

The CardioVention PowerBaseTM Console is a cardiopulmonary bypass flow control 
device, which is intended to be used with the CORx System in surgical procedures 
requiring extracorporeal hemodynamic and gas exchange support. The device is 
indicated for use in procedures requiring a maximum blood flow rate of six 
Iiterdminute and lasting for up to six hours. 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE 
IF NEEDED) 

Prescription Use 
(Per 21 CFR 801 . jog)  

OR Over-the Counter Use - 

(Optional Format 1-2-96) 
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